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While the majority often expressed support for broad consent 
when that was the only choice offered, only a minority of 
respondents favored broad consent when other options, such as 
tiered or study-by-study consent, were offered... Willingness to 
give broad consent increased if data were de-identified. While 
individuals were generally willing for data or biospecimens to be 
shared with other academic researchers, individuals were less 
willing for their data to be shared in federal databases or with 
commercial enterprises. 



T h e  n e w  e ngl a nd  j o u r na l  o f  m e dic i n e

n engl j med 378;23 nejm.org June 7, 20182202

From the Department of Health Research 
and Policy, Stanford University School of 
Medicine (M.M.M., V.L., S.N.G.) and 
Stanford Law School (M.M.M.) — both 
in Stanford, CA. Address reprint requests 
to Dr. Mello at Stanford Law School, 559 
Nathan Abbott Way, Stanford, CA 94305, 
or at  mmello@  law . stanford . edu.

N Engl J Med 2018;378:2202-11.
DOI: 10.1056/NEJMsa1713258
Copyright © 2018 Massachusetts Medical Society.

BACKGROUND
Sharing of participant-level clinical trial data has potential benefits, but concerns 
about potential harms to research participants have led some pharmaceutical 
sponsors and investigators to urge caution. Little is known about clinical trial 
participants’ perceptions of the risks of data sharing.

METHODS
We conducted a structured survey of 771 current and recent participants from a 
diverse sample of clinical trials at three academic medical centers in the United 
States. Surveys were distributed by mail (350 completed surveys) and in clinic wait-
ing rooms (421 completed surveys) (overall response rate, 79%).

RESULTS
Less than 8% of respondents felt that the potential negative consequences of data 
sharing outweighed the benefits. A total of 93% were very or somewhat likely to 
allow their own data to be shared with university scientists, and 82% were very 
or somewhat likely to share with scientists in for-profit companies. Willingness to 
share data did not vary appreciably with the purpose for which the data would 
be used, with the exception that fewer participants were willing to share their data 
for use in litigation. The respondents’ greatest concerns were that data sharing 
might make others less willing to enroll in clinical trials (37% very or somewhat 
concerned), that data would be used for marketing purposes (34%), or that data 
could be stolen (30%). Less concern was expressed about discrimination (22%) and 
exploitation of data for profit (20%).

CONCLUSIONS
In our study, few clinical trial participants had strong concerns about the risks of 
data sharing. Provided that adequate security safeguards were in place, most par-
ticipants were willing to share their data for a wide range of uses. (Funded by the 
Greenwall Foundation.)
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1. No 
involvement

2. Feedback 
through surveys 

3.Community 
advisory board

4. Participants on 
governing board

5. Participant -
run with  experts  

hired when 
needed



Implications?

Concerns/Consent

• Data hoarding violates 
the expectations and 
wishes of many 
participants

• Most participants prefer 
to be given choices, have 
reservations about 
sharing with for-profits, 
government 
• But in practice, most 

willing to consent to 
broad data sharing 

• Not accommodating all 
consent preferences ≠ 
violating rights

Context

• Steps can be taken to 
increase comfort/trust, 
demonstrate respect, 
and establish 
trustworthiness (e.g., 
return of value, care re 
access rules and other 
aspects of governance, 
vigilance re privacy and 
security)

• Especially important if 
aiming for more 
representative data 
resources

Cautions

• Groups with cause for 
concern, sensitive 
research: special 
measures to involve 
and protect  
participants warranted


